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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

I) D Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)IEl This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11.453 0.G. 213. 

Disposition of Claims 

4) IE Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 7-20 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)E3 The drawing(s) filed on 28 February 2002 is/are: a)D accepted or b)IEI objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)IEI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IEI All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. ^ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of DraftspersorVs Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6) U Other: . 
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DETAILED ACTION 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action or the MPEP. 

Drawings 

The drawings are objected to because Figure 2 has multiple figures that need to 
be individually labeled. Corrected drawing sheets are required in reply to the Office 
action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the 
sheet, even if only one figure is being amended. The figure or figure number of an 
amended drawing should not be labeled as "amended." If a drawing figure is to be 
canceled, the appropriate figure must be removed from the replacement sheet, and 
where necessary, the remaining figures must be renumbered and appropriate changes 
made to the brief description of the several views of the drawings for consistency. 
Additional replacement sheets may be necessary to show the renumbering of the 
remaining figures. The replacement sheet(s) should be labeled "Replacement Sheet" in 
the page header (as per 37 CFR 1 .84(c)) so as not to obstruct any portion of the 
drawing figures. If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §112 

Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The claims are generally narrative and indefinite, failing to conform to current 
U.S. practice. They appear to be a literal translation into English from a foreign 
document. 

Claim Rejections - 35 USC § 102 

Claims 1-5, 9, 12, 17-20 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Fujioka et al., US 5,496,559. Regarding claims 1 and 2, Fujioka shows a 
buccal device (tissue structure) that is in the form of an absorbable collagen sponge as 
set forth in claim 5. Regarding the claimed shapes, see column 5, lines 65+. Note that 
column 7, lines 15-17 show that the device adheres to buccal tissue. Regarding claims 
9 and 12, these features are of course inherent when preparing a slow release 
medicinal formulation. If these steps were not performed, the device would be 
essentially inoperable. 

Claims 1-4, 6-18 are rejected under 35 U.S.C. 102(b) as being clearly anticipated 
by Lundgren, US 5,700,479. Note the disclosure of TGF-beta in column 1 1 , line 1 1 . 
Regarding the implant having threads and the varying release rates, see Lundgren 
embodiments in Figures 30-35, especially column 19, line 7. Note also that the device 
may take the form of several layers that have different dissolving properties. Since 



Application/Control Number: 09/980,009 



Page 4 



Art Unit: 3762 

these layers may be impregnated with bioactive substances, inherently each layer has a 
different release profile. 

Claims 1, 2, 4, 7-18 are rejected under 35 U.S.C. 102(b) as being clearly 
anticipated by Cox, US 4,959,052. See especially Figure 14, column 6, lines 63-68. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon Kennedy whose telephone number is 703/305- 
0154. The examiner can normally be reached on Monday-Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 703/308-5181 . The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 
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